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Principles and Frameworks 
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An interaction foreseen by EU Legislation 

EMA and its Stakeholders  



Need for common principles, better coordination 

 and streamlining? 
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The EMA has been interacting with its stakeholders on 

various levels since its creation. 

EMA and its Stakeholders  

A natural evolution… 

Social Media  
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Stakeholder interaction must be based on the 
fundamental principles: 

 Transparency 

 Independence and integrity 

 Accountability 

 Appropriate interaction 

 Broad representation 

 Effective communication 

 Continuous improvement  

EMA Stakeholder engagement principles 

EMA Stakeholder Relation 
Management Framework 
June 2016 
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Agency aims to: EMA Stakeholder Relation  
Management Framework   
June 2016  Promote appropriate engagement and dialogue;    

 Provide efficient, targeted and timely information,  
in a proactive manner; 

 Enhance stakeholders ’ understanding of the EU medicines 
Regulatory network and enrich EMA ’ s understanding of 
issues that are pertinent from the stakeholders’ perspective; 

 Increase transparency on how EMA engages with 
stakeholders; 

 Structure stakeholder relations and better support EMA’s 
strategic priorities. 

EMA Stakeholder engagement principles 



Together, these building blocks ensure a consistent approach to stakeholder 
relations management across a variety of stakeholder groups and interaction types. 

 



INFORM 
e.g. announcement of 

review of policy or 

guidance; info Days 

 

CONSULT  

Written –  e.g.  public 

consultation on policies 

or guidance, surveys 

 

 

COOPERATE / 
PARTICIPATE 

direct interactions - e.g. 

technical expert groups 

(Telematics, ENCePP) 

technical expert groups, 

as appropriate 

 

 

 

 

CONSULT & 
INVOLVE 

direct interactions – e.g. 

meetings, workshops, 

public hearings 

 

 

Based on EC Better Regulation Guidelines 8 

EMA and its Stakeholders working methodology  



EMA Stakeholder engagement 

Interactions with stakeholder groups 
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EMA Stakeholder engagement 

EMA and patients and consumers 
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In the beginning… 
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Patients, Healthcare Professionals and Academia at EMA 

1996 
Building the foundation of the interaction between EMA and 
patients 
 
• EMA Management Board signalled of the danger of 

neglecting partnership with stakeholders, public, healthcare 
professions and pharmaceutical industry 

 
• EMA started dialogue with HIV patients on the value of 

surrogate markers in the approval of anti HIV drugs leading 
to the early approval of protease inhibitors 



Five years later…  
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Framework and working party 

Working 
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Patients, Healthcare Professionals and Academia at EMA 

Patients’ and Consumers’ Working Party (PCWP) 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000708.jsp&mid=WC0b01ac05809e2d8c
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2009/12/WC500018013.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/12/WC500179567.pdf


The continuing story…. 

1995 

1996 

EMA 
created 

Dialogue 
with HIV 
patients 

Patients join 
COMP as full 
members 

Working 
group with 
patients 
created 

Framework of 
interaction 
with patient 
and 
consumer 
organisations 

Ongoing… 

Patients 
and 
Consumers 
Working 
Party 
(PCWP) 
created 

Dedicated 
Department 
created & 
framework 
updated 

Systematic 
inclusion of 
real life 
experience 
EMA 
regulatory 
output 

Public 
Hearing 

2000 2005 2014 

2003 2006 2017 

Patients, Healthcare Professionals and Academia at EMA 



EMA Stakeholder engagement 

EMA and Healthcare professionals 
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Healthcare professionals and EMA 

Patients, Healthcare Professionals and Academia at EMA 

EMA recognised the importance of bridging the regulatory and real-life clinical practice worlds.  

Healthcare professionals are part of: 

• Management Board 

• Scientific committees 

• Working parties 

• Expert groups 

• Also as individual experts 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000735.jsp&mid=WC0b01ac05809e2d8e


Healthcare professionals – who are they? 
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• General practitioners and family physicians 

• Hospital pharmacists 

• Pharmaceutical group   

• Nurses (specialised or general) 

• Specialists (e.g. diabetes, oncology, epilepsy, geriatrics, paediatrics…) 

 



Framework 

Patients, Healthcare Professionals and Academia at EMA 

Framework of interaction 
with healthcare professionals 

Action plan 

The framework aims to: 

• Support access to best possible independent expertise in clinical practice,  

• Contribute to a more efficient and targeted communication to healthcare 

professionals,  

• Enhance understanding of the role and activities of the EU medicines 

Regulatory Network. 

 

Recognises: 

• Importance of involving healthcare professionals in the field of clinical 

practice foresees the establishment of pools of experts 

• Need to stimulate areas of shared interest with academia  

• Further strengthen the established collaboration with patient and consumer 

organisations 

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2016/12/WC500218303.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/02/WC500220802.pdf


EMA Stakeholder engagement 

EMA and academia 
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EMA and academia 
• There has always been an interaction between 

academia and regulators  

• No direct mention of academia in regulations - many 
references to regulatory decisions based on scientific 
evidence 

20 Patients, Healthcare Professionals and Academia at EMA 

• Framework created supporting interaction and dialogue between EMA, academia and 
broader EU scientific communities 

• Revised healthcare professionals framework focused primarily on clinical practice  

• Academia framework focuses on research and education  

• Common objectives shared in both frameworks 



Academia pages on EMA website 

The framework objectives are: 

•Raise awareness of the work of the European medicines 
regulatory network  

•Promote and further develop the regulatory support to 
academic research  

•Support timely and effective evidence generation, regulatory 
advice and guidance 

•Work in collaboration with the regulatory network in developing 
regulatory science 

Framework of collaboration 
with academia 

Academics and researchers and the EMA 

Action plan 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_001818.jsp&mid=WC0b01ac0580b982b3
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/03/WC500224896.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/03/WC500224897.pdf


EMA Stakeholder engagement 

Patients and consumers and healthcare professionals level of 
engagement 
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•Management Board 
•EMA Scientific Committee Members 

Representing their 
community 

•Working Party (PCWP or HCPWP) 
•EMA consultations 
•Workshops 

Representing their 
organisations 

•Scientific Advice / Protocol Assistance Procedures 
•Scientific Advisory/ad hoc expert Groups 
•Scientific Committee consultations  
•Review of documents 

Individual experts 

Patients and consumers and healthcare professionals 
Representation within EMA 

Patients, Healthcare Professionals and Academia at EMA 



Involvement along the medicine lifecycle at EMA 
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COMP 
CAT 

CHMP 
SAWP 

PDCO 

Designation & 
Classification  

Scientific 
Advice 

Paediatric 
Plan 
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Patients, Healthcare Professionals and Academia at EMA 



Increasing involvement in EMA activities 
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Patients, Healthcare Professionals and Academia at EMA 



EMA Stakeholder engagement 

Patients and consumers, healthcare professionals and 
academia lessons learnt 
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Challenges for patients 
• Identify when regulators should get views from individual patients versus the patient 

community 

• Research how to collect and use the wealth of information  

• Measuring the value / impact of patients 

• Identify and address all legal, regulatory, financial issues that could give rise to 
procedural barriers to patients’ involvement  

• Finding patients (e.g. language barrier, availability, disease area) - managing potential 
conflicts of interest 

• Ensuring comprehensive, tailored training to facilitate and enhance participation 

 

 
27 Patients, Healthcare Professionals and Academia at EMA 



• Maintaining interest and levels of participation in EMA activities 

• Ensuring consistency in provision of feedback 

• Providing contextualised information of EMA activities 

• Striking the right balance between clinical practice and academic/research interests 

• Expanding outreach 

• Research how to collect and use the wealth of information available from healthcare 
professionals in post-marketing phase 

 

Patients, Healthcare Professionals and Academia at EMA 

Challenges for healthcare professionals 



Challenges for academia  
• Building of an effective working model for enhancing and fostering collaboration 

• Creation of a space of convergence that would allow for changes in the modus operandi 
on both sides while balancing between the constraints of regulation and the free breathing 
space of research and innovation.  

• Capacity and financial resources represent a major challenge for academics 

• Communication and engagement are key areas 

 

Patients, Healthcare Professionals and Academia at EMA 29 



How to address the challenges 

• Who to interact with? 

• Creating a diverse group of stakeholders to consult 

• Criteria for organisations 

• Individual experts 

• How to interact? 

• Methodologies for engaging stakeholders  

• Support and training 

• Develop appropriate content and ensure targeted communication 

• Transparency 

• Monitoring and reporting  

 
Patients, Healthcare Professionals and Academia at EMA 30 



Creation of a dedicated department 
 



Who do we work with? 
 

Through a network of eligible organisations fulfilling the following criteria: 

 Legitimacy 

 Mission/activities 

 Representation 

 Structure 

 Accountability 

 Transparency 



Learned societies/ healthcare 
professional organisations 
  
 

Patients’ and consumers’  
organisations 

http://www.ese-hormones.org/
http://www.eacpt.org/
http://www.myesr.org/cms/website.php?id=/en/index.htm
http://www.european-renal-best-practice.org/
http://www.uroweb.org/
http://www.cpme.eu/
http://www.eahp.eu/
http://www.efim.org/
http://www.esmo.org/home.html
http://www.esno.org/index.php
https://noharm.org/


Working Parties: Patients and Consumers (PCWP) and Healthcare 
Professionals (HCPWP) 

• Platform for dialogue and exchange with 
PCOs/ HCPOs on relevant issues 
concerning medicines for human use 

• Balanced representation of different 
types of PCOs/HCPOs 

• Members of the PCWP/ HCPWP are 
selected from the list of eligible 
organisations 

• All Scientific Committees have a  
member in each WP 

 

CAT 
Committee for 
Advanced 
Therapies 

PDCO 
Paediatric 
Committee 

PRAC 
Pharmacovigilanc
e Risk 
Assessment 
Committee 

CHMP 
Committee for 
Human Medicinal 
Products COMP 

Committee for 
Orphan Medicinal 
Products 

HMPC 
Committee on 
Herbal Medicinal 
Products 

EMA 
secretariat 

PCWP / 
HCPWP 
Patients’ and Consumers’ 
Working Party 

EMA 
Management 
Board 

CMDh 
Co-ordination Group for Mutual 
Recognition and Decentralised 
Procedures – Human 

EMA network of European 
Healthcare Professional 

Organisations / Patient and 
Consumer Organisations 

(fulfilling eligibility criteria) 

Other  
observers 
European Commission 
Other patient and healthcare 
professional organisations 

HCPWP/ 
PCWP 



Individuals – database  

Logo -  

35 

EMA is reaching out to individual 
patients interested in getting involved 
in Agency activities or receiving 
information. 
 
Registration is available via the website 
along with Question and Answer 
document. 
 
Registration form enables individuals 
to highlight areas of interest. 



How does EMA engage? 

Face 
to 
Face 

In 
writing 

Surveys 

Preference Elicitation 

Committee 
meetings 

Patients, Healthcare Professionals and Academia at EMA 

Conference 
calls 



What support and resources are available? 

Annual  
training 
day 

Webpages 

One-to-one  
personalised support Videos; EMA basics Info-sheets 



Information to stakeholders 

It is important to provide targeted information to 
the right stakeholder group 

Involve them in the review of the documents 

Training resources also available: 

• Leaflets and information sheets 

• Short videos explaining the role of EMA and its 
activities 
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Transparency  

• Declarations of Interest – publication of declarations and CVs of individual experts 

• Eligibility criteria for organisations and publication of funding 

• Publication of agendas, minutes, highlights of committees 

• Civil society members in committees 

• Proactive publication of clinical trial data 

• Public Hearing 

 

 

Patients, Healthcare Professionals and Academia at EMA 
 

39 



Monitoring and Reporting 

• Activities of stakeholders at EMA are monitored 

• Annual report published on the interactions of EMA with patients, 
consumers, healthcare professionals and academics 

• System is in place to constantly measure satisfaction and gather 
feedback for improvement 
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http://www.ema.europa.eu/docs/en_GB/document_library/Report/2017/06/WC500229514.pdf


Public Hearing  

Patients, Healthcare Professionals and Academia at EMA 

• First public hearing  

• September 26, 2017 

• Valproate-containing medicines 

• Engage with EU citizens including: 

– Patients 

– Healthcare professionals 

– Academia 

– Pharmaceutical companies 

– Press  

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/06/WC500229781.pdf


• Added value of engaging with stakeholders  

• Helps bridge the gap between regulatory and real world 

• Increases transparency leads to more trust 

• Involvement leads to more meaningful regulatory outcomes 

• Engage in a step by step approach; learn together what format works best 

• Provide support – define roles - manage expectations – give feedback 

• Ensure engagement is mutually beneficial  

• Everyone benefits from knowledge sharing 

• Citizens need to feel as though they are part of the system and understand and see 

value in interacting with the medicines agency. 

Take home messages 



EMA Stakeholder engagement principles 

Interactions with Industry Stakeholders 

43 



Industry stakeholders are organisations, associations and parties interacting with EMA 
which have interest in or  are affected by the work of the Agency and its partners.  

44 

Associations with multi-
stakeholder membership 
including industry 

Associations of professionals 
operating in or supporting 

the industry 

Pharmaceutical industry trade 
associations 

Cover human & veterinary 
Pharmaceutical organisations 

Associations of service 
providers to the industry 

Organisations engaged early on 
in the innovation life-cycle from 
development 

- Interaction with industry “trade” associations 

- NOT routine interaction with individual applicant companies 

Scope of interaction – Who? 

Framework for interaction 
 



Purpose 
Aims to formalise and 
structure our 
interaction with industry 
stakeholder groups. 

Implementation 
Monitoring and reporting 
on the interaction. 

Scope 
Framework will cover 
interaction between 
Agency and industry 
associations. 

. 

 Facilitate & streamline 
communication 

 Structured interaction 
 Accountability 
 Transparency 
 Broad representation of the 

industry 

Framework for interaction between EMA and industry 
associations 

Key principles 

Framework for interaction 
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Eligibility criteria for industry 
These criteria do not apply to the Agency procedure for external consultation on documents, 
since such consultation is open to all external parties. 

  Drawn up to ensure 
participating associations 
represent the broadest 
array of relevant 
pharmaceutical industry 
stakeholders.  

 Designed taking into 
account the general 
principles for stakeholder 
consultation outlined in the 
European Commission’s 
Better Regulation package. 

 

Eligibility criteria for industry 



Eligibility criteria for industry 

 The names of eligible 
industry stakeholder 
organisations will be 
published on the EMA 
website. 

 The implementation of 
these eligibility criteria will 
be monitored and may be 
subject to review as 
experience is gained. 

 Legitimacy: EU wide representation with interests of a specific 
constituency; a legal entity registered in one of the Member States 
of the EU/EEA; non-for-profit. 

 Activities: Clear defined mission/objectives and a legitimate 
interest in the areas of work of the EMA; a specific interest in 
medicinal products for human or veterinary use.  

 Entry in European Commission EU Transparency Register 

 Representation: Representative of all its members/affiliations 
throughout the EU/EEA with processes in place supporting 
information flow. 

 Structure: Governing bodies, which are elected by their members, 
where applicable. 

 

Eligibility criteria for industry 



Transparency 
 

Published list of Industry 
stakeholders organisations 
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Important topic-driven meetings and targeted 
consultation 

 

Industry consultation on: 
- Operation of the EU Medicines Regulatory Network – EU Medicines Agencies  

   Network strategy to 2020 – April 2015; 

- EU Telematics implementation: WS on Common submission portal – April  

  2015 and consultation on draft EU telematics strategy and road map 2015-2017; 

-  New transparency measures to implement EU Clinical Trial Regulation &  

   Agency’s policy on publication of clinical data (policy0070) August 2015- 

   December 2016; 

- New scheme to reinforce support to human medicines for unmet medical needs  

   (PRIME) October 2015 

Industry Stakeholders interactions: Examples 

EU medicines Agencies 
Network Strategy to 2020 
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Important topic-driven meetings and targeted 
consultation 

 EMA-Industry Platforms meetings to provide post-implementation dialogue 

on recent legislation, policies and initiatives with view in optimising practical 

operational aspects based on stakeholders experience: 

-  Pharmacovigilance – Industry feedback on 2012 PhV implementation (11) 

   Sept. 2014- Sept 2017; 

- Centralised  evaluation (4) Apr. 2015- April 2017; 

- Research and development Support (1) April 2017; 

 Workshops on guideline /concept papers related development/ 

finalisation: 

- Workshop on ICH Q3D from Quality perspective April 2015; 

- Challenges for Approval of Anti-Cancer Immunotherapeutic  February 2016 

- First in human guideline update  June 2017 

 

 

 

 

EU medicines Agencies 
Network Strategy to 2020 
  

Industry Stakeholders interactions: Examples 



Any questions? 

 
European Medicines Agency 
30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 
Send a question via our website www.ema.europa.eu/contact 
 

Follow us on      @EMA_News 



Thank you for your attention 

European Medicines Agency 
30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 
Send a question via our website www.ema.europa.eu/contact 
 

Further information 

Follow us on      @EMA_News 

• Juan Garcia Burgos • Ivana Silva • 
Nathalie Bere • Monica Ensini • 
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